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DETAILED ACTION 



Priority 

1 . Acknowledgment is made of applicant's claim for foreign priority under 35 
U.S.C. 1 1 9(a)-(d). A certified copy of parent Application No. China 200420021 636.6, 
filed on 06 April 2004 has been received. 

Claim Rejections - 35 USC § 103 

2. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

3. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

4. Claims 9-16 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Bomberger et al. (US Patent Application Publication No. 2003/0150809) in view of 
Cham (US Patent 4,895,558), further in view of Jacobsen (US Patent 5,141,493). 

5. Regarding claim 9, Bomberger discloses an in-vitro blood plasma lipids 



screening procedure comprising: 
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a blood collecting device (If [0108] and Fig. 2, fluid source 28), 

a blood separating device (1f [0093], [01 14] and Fig. 2, centrifuge 86), 

a blood lipids screening procedure (If [0111], [0112], DTCs (drip through column) 

44 and 46 removing lipids), 

a blood plasma feedback device (If [0093] and Fig. 1, blood cells returned to 

patient), 

which are connected via tubes (Fig. 2, tubes throughout system 10), and 

the tubes being also connected with a peristaltic pump (If [0108] and Fig. 2, 
peristaltic pump 30), 

pressure and temperature control devices being installed among the tubes flf 
[01 15] and Fig. 2, sensors 96). 

Bomberger discloses the invention as substantially claimed, see above. 
However, Bomberger lacks pre- and post-filtered blood plasma bags, a saline solution 
treatment bag and a waste saline solution bag as claimed [claim 9]. Cham discloses: 

a saline solution treatment bag (column 8, lines 40-44 and Fig. 6, replacement 
fluid solution container), and 

a waste saline solution bag (column 8, lines 8-18 and Fig. 6, waste bag), 

Cham provides the advantage of storing waste fluid for later disposal or analysis, 
and replacing fluid lost to a filtering process. Therefore, it would have been obvious to 
one of ordinary skill in the art at the time the invention was made to modify the invention 
of Bomberger as discussed with the saline solution treatment bag and waste saline 
solution bag as taught by Cham in order to store waste fluid and replace lost fluid. 
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Bomberger in view of Cham discloses the invention as substantially claimed, see 
above. However, Bomberger in view of Cham lacks pre- and post-filtered blood plasma 
bags, as claimed [claim 9]. Jacobsen discloses a blood filtering system comprising a 
filter and peristaltic pumps. Jacobsen discloses: 

a pre-filtered blood plasma container (column 3, lines 21-34 and Fig. 1A, bubble 
trap 20; Examiner notes that providing a bag in place of a rigid container is commonly 
practiced in the art), and 

a post-filtered blood plasma bag (column 3, lines 43-54 and Fig. 1A, 3-liter bag 

48). 

It is the Examiner's position that motivation exists to connect the saline solution 
treatment bag to an outlet of the pre-filtered blood plasma container in order to pass 
fluid through a dialyzer for purification as depicted in Fig. 1 A of Jacobsen. 

It is the Examiner's position that motivation exists to connect the waste saline 
solution bag to an entrance of the post-filtered blood plasma bag of Jacobsen in order to 
provide the advantage of maintaining a measurement of dialysate (column 5, lines 9-1 3 
and Fig. 1A, load sensor 52). 

6. Regarding claim 10, Bomberger in view of Cham discloses the invention as 
substantially claimed, see above. However, Bomberger in view of Cham lacks an 
automatic weight/volume detection device as claimed [claim 10]. Jacobsen discloses 
sensors for detecting pressure, volume and/or weight (column 5, lines 9-13 and Fig. 1, 
load sensor 52; lines 14-26, pressure sensor 76 and column 6, lines 2-16, load sensor 
180). Pressure sensor 76 operates to signal pump 72 to stop in response to pressure 
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exceeding a safe level (column 5, lines 20-26). Examiner notes that controlling a blood 
processing system to stop treatment when a container has been filled or emptied during 
the course of treatment is within the scope of obviousness, since it indicates a condition 
where a clog or obstruction may be in the fluid circuit. Specifically, stopping a blood 
treatment process when bubble trap 20 of Jacobsen is full would prevent potentially 
hazardous pressure buildup. Therefore, it would have been obvious to one of ordinary 
skill in the art at the time the invention was made to modify the invention of Bomberger 
in view of Cham as discussed with the automatic detection devices as taught by 
Jacobsen in order to prevent potentially hazardous pressure buildup. 
7. Regarding claim 1 1 , Bomberger in view of Cham in view of Jacobsen discloses 
the invention as substantially claimed, see above. However, Jacobsen is silent to the 
specific volume of bubble trap device 20 to be about 150-250 ml. However, this volume 
is deemed to be a matter of design choice well within the general skill of the ordinary 
artisan, obtained through routine experimentation in determining optimum results. 
Thus, it would have been obvious to one of ordinary skill in the art to modify the volume 
as claimed as a mere design choice lacking any criticality of value as being merely 
preferable for the intended purpose of storing fluid before processing, as a buffer. In 
other words, setting a buffer volume is subject to the speed at which plasma can be 
treated. 

Where the only difference between the prior art and the claims was a recitation of 
relative dimensions of the claimed device and a device having the claimed relative 
dimensions would not perform differently than the prior art device, the claimed device 



Application/Control Number: 10/599,708 Page 6 

Art Unit: 3764 

was not patentably distinct from the prior art. "[W]here the general conditions of a claim 
are disclosed in the prior art, it is not inventive to discover the optimum or workable 
ranges by routine experimentation." See In re Aller, 220 F.2d 454, 456, 105 USPQ 233, 
235 (CCPA1955). 

8. Regarding claim 12, Bomberger discloses an in-vitro blood plasma lipids 
screening procedure wherein a pressure control device reads out a current pressure 
inside the tube (If [01 15], [0126]; Fig. 2, sensors 96 and Fig. 9, pressure sensors 146, 
154 and 156). Examiner notes that the language "reads out" is interpreted broadly to 
include communicating with a processor or controller. 

9. Regarding claim 13, Bomberger discloses an in-vitro blood plasma lipids 
screening procedure wherein blood plasma passes to the screening procedure at a 
speed of 20-30 milliliters per minute 0J [0124], plasma flow rate between about 10-60 
ml_ per minute). 

1 0. Regarding claim 14, Bomberger in view of Cham in view of Jacobsen discloses 
the invention as substantially claimed, see above. Bomberger discloses pressure 
sensors 146, 154 and 156 as discussed above. However, Bomberger is silent to the 
specific pressure of the system being controlled to remain below 60 kPa. However this 
pressure is deemed a matter of design choice well within the general skill of the ordinary 
artisan, obtained through routine experimentation in determining optimum results. 
Thus, it would have been obvious to one of ordinary skill in the art to modify the system 
pressure as claimed as a mere design choice lacking any criticality of value as being 
merely preferable for the intended purpose of preventing a patient from being exposed 
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to unsafe pressure levels. Where the only difference between the prior art and the 
claims was a recitation of relative dimensions of the claimed device and a device having 
the claimed relative dimensions would not perform differently than the prior art device, 
the claimed device was not patentably distinct from the prior art. "[W]here the general 
conditions of a claim are disclosed in the prior art, it is not inventive to discover the 
optimum or workable ranges by routine experimentation." See In re Aller, 220 F.2d 454, 
456, 105 USPQ 233, 235 (CCPA 1955). 

1 1 . Regarding claim 15, Bomberger discloses an in-vitro blood plasma lipids 
screening procedure wherein a temperature control device is installed in the screening 
procedure (1f [01 15], sensors 96 for monitoring temperature). Examiner notes that the 
language "installed in the screening procedure" is interpreted broadly to include the 
system of Bomberger comprising a temperature sensor. 

12. Regarding claim 16, Bomberger in view of Cham in view of Jacobsen discloses 
the invention as substantially claimed, see above. Bomberger discloses sensors 96 for 
monitoring temperature as discussed above. However, Bomberger is silent to the 
specific temperature of the system being controlled to remain below 38C. However this 
temperature is deemed a matter of design choice well within the general skill of the 
ordinary artisan, obtained through routine experimentation in determining optimum 
results. Thus, it would have been obvious to one of ordinary skill in the art to modify the 
system temperature as claimed as a mere design choice lacking any criticality of value 
as being merely preferable for the intended purpose of preventing blood from being 
exposed to unsafe pressure levels. In other words, blood cells may be damaged by high 



Application/Control Number: 10/599,708 Page 8 

Art Unit: 3764 

temperatures, and limiting a system temperature prevents hemolysis. Where the only 
difference between the prior art and the claims was a recitation of relative dimensions of 
the claimed device and a device having the claimed relative dimensions would not 
perform differently than the prior art device, the claimed device was not patentably 
distinct from the prior art. "[W]here the general conditions of a claim are disclosed in the 
prior art, it is not inventive to discover the optimum or workable ranges by routine 
experimentation." See In re Aller, 220 F.2d 454, 456, 105 USPQ 233, 235 (CCPA 
1955). 

13. Claims 17 and 18 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Bomberger et al. (US Patent Application Publication No. 2003/0150809) in view of 
Cham (US Patent 4,895,558) in view of Jacobsen (US Patent 5,141,493), further in view 
of Matkovich et al. (US Patent 5,252,222). 

14. Regarding claim 17, Bomberger discloses an in-vitro blood plasma lipids 
screening procedure wherein a first film is a membrane which has filter aperture pore of 
about 0.3 to 0.65 microns and comprises a lipid absorptive material (H [0101]-[0102] and 
Fig. 3, HFC 18 comprising hollow fibers 20 having pores 26 sized up to 300 nm, or 0.3 
ium). Hollow fibers are substantially lipid absorptive, as indicated by their ability to allow 
lipids to diffuse through pores 26. 

Bomberger in view of Cham in view of Jacobsen discloses the invention as 
substantially claimed, see above. However, Bomberger in view of Cham in view of 
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Jacobsen lacks second and third films as claimed [claim 17]. Matkovich discloses a filter 
for treating parenteral fluids (column 3, lines 16-19) comprising: 

a second film membrane having a filter aperture pore of about 0.3 microns 
(column 8, lines 32-41 and column 7, lines 54-58, prefilter in examples 3 and 5 having 
pore rating of about 2 jum. It is the Examiner's position that the prefilter of Matkovich 
substantially approximates the claimed range of about 0.3 \xm.), and 

a third film membrane having a filter aperture pore of about 0.2 microns that is 
made of nylon as a base material (column 8, lines 32-41 , hydrophilic nylon membrane 
with pore rating of about 0.65 jum). 

Matkovich provides the advantages of removing particulate matter and 
microorganisms from a lipid-containing liquid (column 2, lines 25-36 and 39-47). 
Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the invention of Bomberger in view of Cham in view of 
Jacobsen as discussed with the second and third film membranes as taught by 
Matkovich in order to remove particulate matter or microorganisms. 
1 5. Regarding claim 18, Bomberger in view of Cham in view of Jacobsen discloses 
the invention as substantially claimed, see above. However, Bomberger in view of 
Cham in view of Jacobsen lacks second and third films as claimed [claim 18]. Matkovich 
discloses second and third films as discussed above. Matkovich discloses a second film 
as a "prefilter" (column 7, lines 54-58). Therefore, it is the Examiner's position that 
adding the limitations of second and third filters as taught by Matkovich would place the 
first film as taught by Bomberger between second and third filters of Matkovich. 
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Matkovich provides the advantage of removing particulate matter and 
microorganisms from a lipid-containing liquid as discussed for claim 17 above. These 
materials may clog a lipid-filtering layer as taught by Bomberger; therefore Matkovich 
also provides the advantage of allowing a lipid-filtering layer to only remove lipids. 
Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the invention of Bomberger in view of Cham in view of 
Jacobsen as discussed by interposing the first film as taught by Bomberger between 
second and third films of Matkovich in order to promote effectiveness of a lipid-filtering 
layer. 

16. Claim 19 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Bomberger et al. (US Patent Application Publication No. 2003/0150809) in view of 
Cham (US Patent 4,895,558) in view of Jacobsen (US Patent 5,141 ,493) in view of 
Matkovich et al. (US Patent 5,252,222), further in view of Foltz et al. (US Patent 
5,401,466). 

1 7. Regarding claim 19, Bomberger in view of Cham in view of Jacobsen in view of 
Matkovich discloses the invention as substantially claimed, see above. However, 
Bomberger in view of Cham in view of Jacobsen in view of Matkovich lacks silicon oxide 
pellets as claimed [claim 19]. Matkovich discloses a separation device for lipids (column 
3, lines 27-34), comprising a lipid absorptive material comprising silicon oxide pellets 
(column 6, lines 25-44, especially lines 32-36). Matkovich provides the advantage of 
removing very low density lipoproteins (VLDL) from blood (col. 3, lines 34-41). 
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Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the invention of Bomberger in view of Cham in view of 
Jacobsen in view of Matkovich as discussed with the silicon oxide pellets as taught by 
Matkovich in order to remove VLDL from blood. 

18. Claims 1-5 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Bomberger etal. (US Patent Application Publication No. 2003/0150809). 

19. Regarding claim 1 , Bomberger discloses a blood plasma lipids in-vitro filtering 
method, comprising the following steps: 

separating blood plasma from collected blood (U [0093], [01 14] and Fig. 2, 
centrifuge 86 separating blood plasma); 

carrying out flushing (U [0092], flushing HFC / hollow fiber contactor); 

controlling temperature and pressure of the blood plasma flj [0115] and Fig. 2, 
sensors 96 controlling temperature and pressure); 

passing the blood plasma to screening procedure for filtering flj [0111], [0112], 
DTCs (drip through column) 44 and 46 removing lipids); and 

feeding the blood plasma back to the blood after the filtering step (H [0031], 
[0086], returning plasma to patient). 

Regarding a step of carrying out flushing with saline solution, Examiner notes 
that Bomberger does not explicitly disclose using saline solution. However, saline is 
notoriously used in the extracorporeal fluid treatment arts, since it is biocompatible and 
does not interfere with filtering processes. Therefore, it would have been obvious to one 
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of ordinary skill in the art at the time the invention was made to modify the invention of 
Bomberger as discussed by using saline in a flushing step in order to use an inert or 
harmless substance. 

20. Regarding claim 2, Bomberger discloses a separating step comprising a 
stepwise separation process for separating the blood plasma at about 150-250 milliliters 
of blood plasma each time 01 [0174], plasma batch for treatment by solvent extraction 
typically about 250 milliliters). It is the Examiner's position that a volume of about 250 ml 
would have been produced previously by stepwise separation in order to produce a 
"batch." 

21 . Regarding claim 3, Bomberger discloses an in-vitro blood plasma lipids 
screening procedure wherein blood plasma passes to the screening procedure at a 
speed of 20-30 milliliters per minute 01 [0124], plasma flow rate between about 10-60 
ml_ per minute). 

22. Regarding claim 4, Bomberger discloses the invention as substantially claimed, 
see above. Bomberger discloses pressure sensors 146, 154 and 156 as discussed 
above for claim 14. However, Bomberger is silent to the specific pressure of the system 
being controlled to remain below 60 kPa. However this pressure is deemed a matter of 
design choice well within the general skill of the ordinary artisan, obtained through 
routine experimentation in determining optimum results. Regarding rationale and 
motivation, see discussion of claim 14 above. 

23. Regarding claim 5, Bomberger discloses the invention as substantially claimed, 
see above. Bomberger discloses sensors 96 for monitoring temperature as discussed 
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for claim 15 above. However, Bomberger is silent to the specific temperature of the 
system being controlled to remain below 38C. Regarding rationale and motivation, see 
discussion of claim 16 above. 

24. Claims 6 and 7 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Bomberger et al. (US Patent Application Publication No. 2003/0150809) in view of 
Matkovich et al. (US Patent 5,252,222). 

25. Regarding claim 6, Bomberger discloses a first film is a membrane which has 
filter aperture pore of about 0.3 to 0.65 microns and comprises a lipid absorptive 
material (If [0101]-[0102] and Fig. 3, HFC 18 comprising hollow fibers 20 having pores 
26 sized up to 300 nm, or 0.3 |um). Hollow fibers are substantially lipid absorptive, as 
indicated by their ability to allow lipids to diffuse through pores 26. 

Bomberger discloses the invention as substantially claimed, see above. 
However, Bomberger lacks second and third films as claimed [claim 6]. Matkovich 
discloses second and third films as discussed for claim 17 above. Regarding rationale 
and motivation, see discussion of claim 17 above. 

26. Regarding claim 7, Bomberger discloses the invention as substantially claimed, 
see above. However, Bomberger lacks second and third films as claimed [claim 7]. 
Matkovich discloses second and third films as discussed for claim 17 above. Regarding 
rationale and motivation to place the first film as taught by Bomberger between second 
and third filters of Matkovich, see discussion of claim 18 above. 
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27. Claim 8 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Bomberger et al. (US Patent Application Publication No. 2003/0150809) in view of 
Matkovich et al. (US Patent 5,252,222), further in view of Foltz et al. (US Patent 
5,401,466). 

28. Regarding claim 8, Bomberger in view of Matkovich discloses the invention as 
substantially claimed, see above. However, Bomberger in view of Matkovich lacks 
silicon oxide pellets as claimed [claim 8]. Matkovich discloses a lipid absorptive material 
comprising silicon oxide pellets as discussed for claim 19 above. Regarding rationale 
and motivation, see discussion of claim 19 above. 



Conclusion 

29. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 



❖ Malchesky; Paul S. et al. 

❖ Seidel; Dietrich et al. 

❖ Bomberger; David C. et al. 

❖ Bomberger; David C. et al. 

❖ Bomberger, David C. et al. 

❖ West, III; Glenn etal. 

❖ Brugger; James et al. 



US 4350156 
US 4923439 
US 7033500 
US 7195710 
US 20040256307 
US 4781871 



US 5776091 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Adam Marcetich whose telephone number is 571-272- 
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2590. The examiner can normally be reached on 8:00am to 4:00pm Monday through 
Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, LoAn Thanh can be reached on 571-272-4966. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Adam Marcetich/ 
Examiner, Art Unit 3761 

/LoAn H. Thanh/ 

Supervisory Patent Examiner, Art Unit 3764 



